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DETAILED ACTION 
Status of the Application 

Receipt of the Response to Restriction/Election filed 3/14/1 1 and tine Information 
Disclosure Statements filed on 1 1/13/07 and 1 1/24/09 are acknowledged. 

Applicants' election without traverse of Group I (claims 1-10) in the reply filed 
3/14/1 1 is acknowledged. Claims 1 1 and 12 have been withdrawn from further 
consideration pursuant to 37 CFR 1 .142(b) as being drawn to a nonelected invention, 
there being no allowable generic or linking claim. 

Claims 1-10 are pending in this action. Claims 1-10 have been examined in this 
action. Claims 11 and 12 have been withdrawn (non-elected invention). Claims 1-10 
are rejected. 

Information Disclosure Statement 

The information disclosure statements submitted on 1 1/13/07 and 1 1/24/09 are 
acknowledged. The submissions are in compliance with the provisions of 37 CFR 1 .97. 
Accordingly the information disclosure statements are being considered by the 
examiner. 

Claim Objections 

Claim 6 and 9 are objected to under 37 CFR 1 .75(c) as being in improper 
dependent form because they are multiple dependent claims referring back to other 
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multiple dependent claims. See MPEP § 608.01 (n). Accordingly, claims 6 and 9 have 
not been further treated on the merits. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication In this or a foreign country or In 
public use or on sale In this country, more than one year prior to the date of application for patent In 
the United States. 



(e) the Invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed In the United States before the Invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty In the English language. 



Claims 1-5, 7, 8, and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Walz et al. (hereinafter "Walz"). 

Regarding claim 1 , Walz discloses a process for preparing a medicament 
comprising combining a pharmaceutically active ingredient (tiotropium bromide 
monohydrate) with an excipient (lactose monohydrate) in a mixing container (see 
paragraphs [0063] - [0064]). The process disclosed in Walz also includes passing the 
active ingredient/excipient mixture through a sieve with a mesh size of 0.1 to 2 mm (see 
paragraph [0020]) and then mixing the active ingredient/excipient mixture in a gravity 
mixer at 900 rpm (see paragraph [0065]). The active substances of Walz preferably 
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have an average particle size of 2 to 5 |jm, and the excipients preferably have an 
average particle size of 20 to 30 urn (see paragraph [0013]). 

Regarding claim 2, Walz discloses inhalable powders characterized by an 
exceptional degree of homogeneity (92% or greater) (see paragraph [0029]). Walz is 
silent as to whether the pharmaceutically active ingredient is dispersed homogeneously 
in the pharmaceutically acceptable particulate carrier such that drug recovery from each 
of the plurality of samples taken from the medicament has a relative standard deviation 
from the mean of less than or equal to 5%. However, the examiner notes that "inhalable 
powders characterized by an exceptional degree of homogeneity", as recited by Walz, 
would necessarily have sufficient homogeneity such that drug recovery from each of a 
plurality of samples taken from the medicament has a relative standard deviation from 
the mean of less than or equal to 5%. Regarding claims 3-5, Walz discloses passing 
an active substance/excipient mixture through a sieve with a mesh size of 0.1 to 2 mm 
(see paragraph [0020]). 

Regarding claims 7-8, Walz discloses corticosteroids as pharmaceutically active 
ingredients. Budesonide is mentioned as a preferred active ingredient (see paragraph 
[0025]). 

Regarding claim 10, Walz discloses lactose monohydrate as a preferred 
excipient (see paragraph [0028]). 

Claims 1-5, 7, 8, and 10 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Bystrom et al. (hereinafter "Bystrom"). 
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Regarding claim 1 , Bystrom discloses a process for preparing a medicament 
comprising combining a biologically active component and a lipid (excipient) in a 
solvent, freezing the mixture to obtain a crystalline solvent matrix, and evaporating the 
frozen solvent to attain a powder (see column 5, lines 3-23). The processes disclosed 
in Bystrom further include passing the powder through a sieve or deagglomerating the 
powder in an inhaler to obtain particles within a respirable particle size range (see 
column 5, lines 21 -23 and column 5, lines 56-63). The powder of Bystrom consists of 
particles having a diameter of less than 1 0 microns (see column 4, lines 20-24). 
Preferably, at least 90% of the powder consists of particles within the desired size range 
(see column 4, lines 25-30). 

Regarding claim 2, Bystrom discloses a homogeneous molecular mixture of a 
biologically active component and a lipid (excipient) (see column 2, lines 35-38). 
Bystrom is silent as to whether the pharmaceutically active ingredient is dispersed 
homogeneously in the pharmaceutically acceptable particulate earner such that drug 
recovery from each of the plurality of samples taken from the medicament has a relative 
standard deviation from the mean of less than or equal to 5%. However, the examiner 
notes that a "homogeneous molecular mixture of a biologically active component and a 
lipid", as recited by Bystrom, would necessarily have sufficient homogeneity such that 
drug recovery from each of a plurality of samples taken from the medicament has a 
relative standard deviation from the mean of less than or equal to 5%. 
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Regarding claims 3-5, the powder of Bystrom, liaving a diameter of less than 10 
microns (see column 4, lines 20-24), is capable of passing through a sieve having a 
mesh of 50-3000 |jm. 

Regarding claims 7-8, Bystrom discloses glucocorticosteroids as 
pharmaceutically active ingredients. Budesonide is mentioned as a preferred active 
ingredient (see column 3, line 53). 

Regarding claim 10, Bystrom discloses lactose monohydrate as a preferred 
excipient (see column 4, lines 40-41). 

Claims 1-5, 7 and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Lizio et al. (hereinafter "Lizio"). 

Regarding claim 1 , Lizio discloses a process for preparing a medicament 
comprising combining a pharmaceutically active ingredient (budesonide) with a 
pharmaceutically acceptable particulate carrier (CapsuLac). This premixture is sieved 
through a stainless steel sieve having a slot width of 0.1 to 0.5 mm (see paragraph 
[0013]) and then mixed in a turbula (centrifugal mixer), producing a powder suitable for 
inhalation (see paragraph [0056]). In an embodiment, 90% of the particles produced by 
this method are smaller than 4.9 |im (see paragraph [0024]). 

Regarding claim 2, Lizio discloses homogenous mixtures of lactose with, for 
example, formoterol (see paragraph [0040]). Lizio is silent as to whether the 
pharmaceutically active ingredient is dispersed homogeneously in the pharmaceutically 
acceptable particulate carrier such that drug recovery from each of the plurality of 
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samples taken from the medicament has a relative standard deviation from the mean of 
less than or equal to 5%. However, the examiner notes that "homogenous mixtures", as 
recited by Lizio, would necessarily have sufficient homogeneity such that drug recovery 
from each of a plurality of samples taken from the medicament has a relative standard 
deviation from the mean of less than or equal to 5%. 

Regarding claims 3-5, Lizio discloses the use of sieves having a slot width of 0.1 
to 0.5 mm (see paragraph [0013]). 

Regarding claims 7-8, Lizio discloses bronchodilators as pharmaceutically active 
ingredients (see paragraph [0018]). Budesonide is mentioned as an example active 
ingredient (see paragraph [0056]). 

Claims 1 and 3-5 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Backstrom et al. (hereinafter "Backstrom"). 

Regarding claim 1 , Backstrom discloses a process for preparing a medicament 
comprising combining a pharmaceutically active ingredient (insulin) with a 
pharmaceutically acceptable particulate carrier (lactose). The process disclosed by 
Backstrom further includes passing the mixture through a 0.5 mm sieve and then 
micronizing the mixture in a jet mill to particles of about 2 microns in diameter (see 
column 10, Examples 1 and 2). In embodiments, at least 50%, preferably at least 90%, 
of the particles produced by the process of Backstrom have a diameter of up to 1 0 
microns (see column 3, lines 30-35). 
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Regarding claims 3-5, Backstrom discloses the use of sieves having a slot width 
of 0.5 mm (see column 10, Examples 1 and 2). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 
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Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Walz et 
al. (hereinafter "Walz"). 

As discussed above, Walz discloses inhalable powders characterized by an 
exceptional degree of homogeneity (92% or greater). Walz is silent as to whether the 
pharmaceutically active ingredient is dispersed homogeneously in the pharmaceutically 
acceptable particulate carrier such that drug recovery from each of the plurality of 
samples taken from the medicament has a relative standard deviation from the mean of 
less than or equal to 5%. 

Although "inhalable powders characterized by an exceptional degree of 
homogeneity", as recited by Walz, would necessarily have sufficient homogeneity such 
that drug recovery from each of a plurality of samples taken from the medicament has a 
relative standard deviation from the mean of less than or equal to 5%, in the event that 
this limitation is not apparent in the teachings of Walz, it would be well within the 
ordinary level of skill in the art to arrive at the desired degree of homogeneity. With 
regards to the limitation reciting the standard deviation from the mean, the examiner 
notes that generally, specific values will not support the patentability of subject matter 
encompassed by the prior art unless there is evidence indicating that such values are 
critical. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Bystrom 
et al. (hereinafter "Bystrom"). 
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Bystrom discloses a liomogeneous molecular mixture of a biologically active 
component and a lipid (excipient). Bystrom is silent as to whether the pharmaceutically 
active ingredient is dispersed homogeneously in the pharmaceutically acceptable 
particulate carrier such that drug recovery from each of the plurality of samples taken 
from the medicament has a relative standard deviation from the mean of less than or 
equal to 5%. 

Although a "homogeneous molecular mixture of a biologically active component 
and a lipid", as recited by Bystrom, would necessarily have sufficient homogeneity such 
that drug recovery from each of a plurality of samples taken from the medicament has a 
relative standard deviation from the mean of less than or equal to 5%, in the event that 
this limitation is not apparent in the teachings of Bystrom, it would be well within the 
ordinary level of skill in the art to arrive at the desired degree of homogeneity. With 
regards to the limitation reciting the standard deviation from the mean, the examiner 
notes that generally, specific values will not support the patentability of subject matter 
encompassed by the prior art unless there is evidence indicating that such values are 
critical. 

Claim 2 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lizio et al. 
(hereinafter "Lizio"). 

As discussed above, Lizio discloses homogenous mixtures of lactose with, for 
example, formoterol. Lizio is silent as to whether the pharmaceutically active ingredient 
is dispersed homogeneously in the pharmaceutically acceptable particulate carrier such 
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that drug recovery from each of the plurality of samples taken from the medicament has 
a relative standard deviation from the mean of less than or equal to 5%. 

Although "homogenous mixtures of lactose with, for example, formoterol", as 
recited by Lizio, would necessarily have sufficient homogeneity such that drug recovery 
from each of a plurality of samples taken from the medicament has a relative standard 
deviation from the mean of less than or equal to 5%, in the event that this limitation is 
not apparent in the teachings of Lizio, it would be well within the ordinary level of skill in 
the art to arrive at the desired degree of homogeneity. With regards to the limitation 
reciting the standard deviation from the mean, the examiner notes that generally, 
specific values will not support the patentability of subject matter encompassed by the 
prior art unless there is evidence indicating that such values are critical. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RANDEEP SINGH whose telephone number is 
(571)270-3881 . The examiner can normally be reached on Monday- Friday 10:00-6:30 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax can be reached on (571)272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571 -273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Randeep Singh/ 
Examiner, Art Unit 1615 

/Robert A. Wax/ 
Supervisory Patent Examiner 
Art Unit 1615 



